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ICMJE has a policy



« The ICMJE is a small working group of general medical journal editors whose participants meet annually
and fund their own work on the Recommendations for the Conduct, Reporting, Editing and Publication of 
Scholarly Work in Medical Journals. The ICMJE invites comments on this document and suggestions for 
agenda items.

The current members of the ICMJE are Annals of Internal Medicine, British Medical Journal, Bulletin of the 
World Health Organization, Deutsches Ärzteblatt (German Medical Journal), Ethiopian Journal of Health
Sciences, JAMA (Journal of the American Medical Association), Journal of Korean Medical Science, New 
England Journal of Medicine, New Zealand Medical Journal, The Lancet, Revista Médica de Chile (Medical 
Journal of Chile), Ugeskrift for Laeger (Danish Medical Journal), the U.S. National Library of Medicine, and the 
World Association of Medical Editors. »

5645 ICMJE-affiliated journals



Encourage

Mandatory

The International Committee of Medical Journal Editors (ICMJE) 
believes that there is an ethical obligation to responsibly share
data generated by interventional clinical trials because participants 
have put themselves at risk. 

In a growing consensus, many funders around the world—
foundations, government agencies, and industry—now mandate 
data sharing. Here we outline ICMJE's proposed requirements to 
help meet this obligation. We encourage feedback on the proposed
requirements. Anyone can provide feedback at www.icmje.org by 
18 April 2016.

2016



???

Data sharing statement in published papers

Can be « yes »
Can be « no »

Data sharing plan in registration

Can be « yes »
Can be « no »
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Are these requirements implemented ?





- 8/14 had an explicit data-sharing policy on their 
website: 
. 3 were more stringent than the ICMJE 
requirement, 
. 1 was less demanding,
. 4 were compliant,
- 5/14 stated that they followed ICMJE 

requirements,
- 1/14 had no policy online. 

12/14 had published RCTs

Data-sharing statements in 98/100 papers 
Expressed intention to share individual patient 
data: 77/100 [77% - 67% to 85%]. 



- 145/489 (30 % [26% to 34%]) had an explicit 
data-sharing policy 
. 11 were more stringent than the ICMJE 
requirements
. 85 were less demanding
. 49 were compliant
- 276/489 (56% [52% to 61%]) merely referred to 
ICMJE requirements. 

Publisher and wealth category of country of 
journal offices remained associated with the 
explicit mention of a data-sharing policy in 
multivariate analysis. 

In RCTs published in affiliated journals with an 
explicit data-sharing policy:
- Data-sharing statements were rare (25%) 
- Expressed intentions to share data were found

in 22% [15% to 32%] papers.



COMMERCIAL FUNDERS

Forty-one (of 100; 41%) had a data-sharing policy.

Among funders with a data-sharing policy, in a survey of 100 RCTs registered on clinicaltrials.gov: 
. Data-sharing statements were present for eighty-one  (81% [72% - 88%]) registered RCTs. 
. Intention to share data was expressed in 59% [49% – 69%] of registered RCTs.

NON COMMERCIAL FUNDERS

Thirty (of 78; 38%) had a data-sharing policy with eighteen (of 30, 60%) making data-sharing 
mandatory and twelve (40%) encouraging data-sharing.

Among funders with a data-sharing policy, in a survey of 100 RCTs registered on clinicaltrials.gov:
. Data-sharing statements were present for seventy-seven (77%, 95% IC [67%-84%]) registered
RCTs.
. Intention to share data was expressed in 12% [7%-20%] of registered RCTs.



What can we learn from previous experiences ? 
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Encouraging Policy 
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Data availability: 46% (95% CI [30% to 62%]) 

Analyses fully reproduced: 82%, 95% CI 

[59% to 94%])

Of the remaining RCTs, errors were

identified in two but reached similar

conclusions.

One paper did not provide enough

information in the Methods section to 

reproduce the analyses 



2007 2009 2013 2015 2018

Encouraging Policy 

Mandatory Policy



2007-2017
RCTs

14 684





A: any type of published re-uses. 

B: published re-analyses. 

C: published secondary analyses. 

D: published MIPD.





What is the impact of sharing clinical trial data ?



What is the impact of sharing clinical trial data ? 

Intention to share data
Actual data sharing

Data request
Data availability

Re-use of shared 
data

Research output from shared
data

Impact of shared 
data



Proportion of the 93 references exploring each outcome domain







CITATIONS





- Implementation of the policy leads to suboptimal Intention to share:

- In published RCTs
- In registered RCTs

- Intention to share does not imply effective data-sharing

- Intention to share does not imply more published re-uses

- To date few datasets were re-used from data-sharing platforms :

- A majority of secondary analyses
- A large number of IPD
- Very few re-analyses

- Data re-use does not imply the impact of the re-use

How can we move forward ?



Change the norms ?



Identified challenge Suggested change to the ICMJE policy Evaluation component
Poor implementation of the policy by ICMJE-affiliated 
journals

To certify ICMJE-affiliated journals based on their 
implementation of the policy. 
This could be facilitated if journals have a reproducibility 
research editor.

Developing  software to monitor journals’ implementation 
of ICMJE policy, e.g. in line with the TOP factor developed by 
the Center for Open Science. 

Suboptimal intention to share data by RCTs published in 
ICMJE-journals with a data-sharing policy

Policies should require data-sharing unless major obstacles 
exist.

Monitoring ICMJE-affiliated journals’ enforcement of the 
policy by implementing software to check whether papers 
offer data-sharing, similar to that proposed by the Berlin 
QUEST center.

Suboptimal intention to share data by RCTs in clinical trial 
registration on databases such as clinical trials.gov for 
funders with a data-sharing policy.

Policies should require the use of registries making intention 
to share data mandatory.

Monitoring compliance with funders/sponsors’ policies by 
implementing software to check whether data-sharing plans 
offer data-sharing, and reporting of this information by 
funders/sponsors, e.g. Trial Tracker for clinical trial results, 
and the Good Pharma Scorecard 
(https://bioethicsinternational.org/good-pharma-scorecard/) 
for pharmaceutical firms.

“Data-sharing upon request” is not sufficient to ensure that 
data are shared

Policies should favor data deposition when it is ethically 
possible. 
Policies should also outline more clearly the procedures that 
data requesters should follow and how journals can 
reinforce data-sharing in case of non-compliance with 
promises.

Monitoring data availability by implementing practical tests 
of the policy. 
Performing interventional studies to evaluate mechanisms of 
sanction and incentives.  

Impact of clinical trial data-sharing is still insufficiently 
documented. 

State explicitly that policy aiming to reform medical science 
needs to be evidence-based.
Policy should be continuously informed and revised via a 
strong evaluation component.   

Defining and testing best practices in clinical trial data-
sharing to maximize clinical trial value.
Prospectively monitoring the impact of data-sharing policies 
on the progress of medical research, using observational and 
interventional designs. This implies developing a tool to 
identify clinical trial data re-use and then to track the impact 
of re-uses. Portals are needed that collect this type of data 
from a wide range of sources (journals, funders, 
repositories…) since currently, all this information is siloed.

Some identified challenges, suggestions and evaluation components for the ICMJE data-sharing policy

https://bioethicsinternational.org/good-pharma-scorecard/


Proposed actions for various stakeholders to ensure that the ICMJE policy meets the mark

Stakeholders Proposed action
ICMJE Should certify compliance, adopt more binding policies, and clarify when clinical trial data-sharing is required and ethically possible.
Journals Should provide oversight with editorial screening (e.g. by a reproducible research editor) and software screening (e.g. by implementing 

an IT-infrastructure to verify data-sharing processes described in submitted data-sharing plans).
Should postpone future publications from authors if they have not shared their data from previous manuscripts in their journal despite 
a promise to do so.  

Funders/ institutions Should monitor and reward data-sharing. 
Should provide technical/regulatory guidance for clinical trial data-sharing. 
Should implement Data Use and Access Committees (DUACs).
Should withhold support from investigators not sharing data.
Should support meta-research efforts that evaluate the impact of clinical trial data-sharing.

Researchers Should commit to sharing data.
Should engage in evaluating the impact of clinical trial data-sharing and provide the necessary feedback to improve the policy.





“To train a new 
generation of European 
experts in medical data 
science with a focus on 
clinical trial data 
sharing, transparency 
and related 
reproducible research 
practices”



Change the world !











Reimagine Biomedical Research for a Healthier
Future
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